FinlbiNG OF nC ZUHIFICAHT IMFPACT
{or
Xanthan Gum

FAP 2174
Keleo, Division of Merck & Co., Inc.

The Center for Veterinasry liedicine has carefully considered the
potentlal environmental impact o»f this zcetion and has concluded thet
this action will not have e significent effect oan the quelity af the
humen environment snd that an environmental fmpact statement therefore
will not be preparea.

Releo, Division of Merck & Co,, Ine., has requestsd approval for the
use of food additive Xanthan Cum in esnimsl feed. Xanthan gus will be
used &3 & stabilizer end thickener in liquid feed supplements far
rusinasnt snimzis ot 2 maximum use level of C.25% and under the trade
name of Kelflon . Xanthen gum will slso be used as @ <taﬁilizér
thickener, or emulsifier under the trade name of Keltrol F in calf wmilk
replacers gt & meximum use level of G,1% a5 fed.

Xanthen gum 18 & polyszechsride gus praduced as the fermentetion
product of the bacterium Xenthomonas campestris, The polyseaccharide
is & polyner contzining the naturally oceurring sugars: D - glucese,
D - mennnse, shd D - glucuronic secld in the approximsate moleculsr
propartions of 2.8;5:2. Xanthan gem 1= & natural product that can be
found wmost commonly in cabbege plants. The product is not fully
wetabolized in its use and is blodegradable in the environment to
nontoxic components., On the basis af the avalleble informstion, the
product is not expected to czuse adverse Impacts on the environment,
Therefore, the sction guelifies for sonditional exemption under
codified 21 CFR 25.1(f)(1)(iv) from the requirement to prepare sn
enviranmentel impsct analysls repeort.

Keleo, Division of Rerck & Co., Ine., has submitted environuentzl
informetion (attached) that adequstely addressss the potentisl

enviromuaental impacts of the manufscturing process, &s required under
21 CFR 25.1(g).
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